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FYI

"USING AFRICANS AS GUINEA PIGS" is a three-part report in the German magazine, Der Spiegel, about Pfizer's unethical drug experiment conducted in 1996 in Kano, Nigeria, during a major meningitis epidemic. The subjects were 200 very sick children who, it is alleged, were treated as Guinea Pigs: There are a total of four civil and criminal lawsuits filed against Pfizer: two each in Kano and Abuja.

The Nigerian prosecutor exclaimed: "We are not numbers. We are human beings."

The difficulty for plaintiffs' legal team has been to match names with the numbers on Pfizer’s patient documents and to give the names faces and real lives. The lawyer representing the Nigerian government, Babatunde Irukera, is a 39 year old Nigerian with dual citizenship, who is a partner in a Chicago law firm. 

When he moved to Chicago, Irukera says, he admired the US for its self-confidence, for its greatness. But the more he found out about the Trovan test, the smaller the country became in his eyes.  

"Pfizer treated the Nigerians in Kano as if the life of a black child was worth less than the life of a white child."  "Why don't you do these kinds of tests on children from Manhattan?" he asked Pfizer officials.

The case first came to public attention by The Washington Post (2000). Documents cited in investigative press reports show the tests were conducted in violation of international ethical standards—the Nuremberg Code and the Declaration of Helsinki—and in violation of US federal regulations. There was no informed consent: children's lives were put at risk even though another antibiotic with proven efficacy was available in Kano from Doctors Without Borders. 
11 children died while others suffered brain damage.   http://www.washingtonpost.com/ac2/wp-dyn/A11939-2000Dec15?language=printer

Pfizer has maintained it conducted the trials for humanitarian reasons. However, as Der Spiegel reports, "When they arrived in Kano, the Americans revealed that they were not on a humanitarian aid mission, but had been sent to administer medical tests. Physicians selected 200 sick children to test Pfizer's new antibiotic, Trovan. They had to be at least three months old and younger than 18, and they could not be HIV-positive or malnourished." 
 
The central questions: Who should assume the risks and whose life should be put on the line to test new drugs and vaccines? 
How do you justify exposing impoverished people to the risks in the knowledge that they will not benefit even if the drugs prove safe and effective?  

These questions are conspicuously avoided by the American medical research community--all of who have financial stakes in the business of clinical trials--either as shareholders or grant recipients, or their wages are dependent on industry. Physicians, academic medical centers and their ethics committees (Institutional Review Boards). Thoug IRBs are entrusted with reviewing clinical trials prior to approval, their role is hardly independent. Ditto for bioethicists, industy's paid lap dogs. http://www.prospect.org/print-friendly/print/V12/17/elliott-c.html  

Worse still, is the compromised role of government agencies--such as, the National Institutes of Health, FDA, Environmental Protection Agency--all dependent on industry fees and grants. Internal documents reveal that these agencies accommodate whatever "ethics" a sponsor chooses to follow.  

For example, an internal FDA document (Jan 24, 2001) acknowledges that “conduct of a placebo-controlled Surfactant trial in premature infants with RSD [Respiratory Distress Syndrome] is considered unethical in the USA.” The document  rationalizes such a trial on infants in South America: “Use of Placebo-Controls in Life-Threatening Diseases: Is the Developing World the Answer?”  See: Moral Principles or Expediency? http://www.thejabberwock.org/blog/2/20071004sharav.ppt 

A recent US Inspector General report (Sept. 2007) confirmed that even when the FDA uncovers gross ethical violations in drug trials, the agency accepts the data from sponsors—thereby encouraging research misconduct that undermines the integrity of the scientific documentation and the justification for exposing human subjects to risks.The IG report found:  “The F.D.A. disqualified investigators from conducting further clinical trials 26 times from 2000 to 2005 and disqualified their data just twice even though the agency found serious problems at trial sites 348 times in that period, the inspector general found.” http://ahrp.blogspot.com/2007/09/inspector-general-report-assails-fda.html 

Inasmuch the primary purpose of conducting clinical trials is to obtain data for gaining FDA approval for marketing FDA’s failure to disqualify unethically obtained data encourages violators to repeat their offenses--and increases the likelihood that unsafe, ineffective drugs / vaccines are brought to market.

Pfizer exploited the 1996 meningitis epidemic in Nigeria as an opportunity to test Trovan in children with meningitis so as to provide data to the FDA demonstrating that its new drug was also safe for children.  But as Dr. Idris Mohammed, a Nigerian professor of medicine, an eye witness who coordinated the relief work for the government at the time, noted that aside from meningitis, aid workers were fighting measles and cholera. It was, as he put it, less than ideal conditions for testing a new drug. But when business ethics are allowed to prevail, both moral and scientific standards of medical research are swept aside.

Because meningitis patients often suffer from nausea, and there is a high risk that they will vomit up the drug before it has a chance to take effect, doctors treating the patients have very little time to prevent brain damage. Thus, only injections can allow them to be sure that the drug works quickly. Why then, did Pfizer give these Nigerian children Trovan orally?

Pfizer's team appears to have broken a number of fundamental ethics rules. 
International guidelines for clinical studies--the Declaration of Helsinki--specify that risks to subjects be minimized and that the best current therapeutic methods be provided to ALL human subjects. Rocephin, a reliable antibiotic was available—yet, the children continued to be given Trovan even as they were dying.

Patient 0069, a little girl, received 56 milligrams of Trovan on the first day of treatment. Although her condition rapidly deteriorated, the doctors maintained this dose. On the third day, the girl died. 

Der Spiegel reports: It takes three, four drops at the most to diagnose meningitis. 
But according to Dr. Mohammed, he observed that a Pfizer team doctor took more than 50 drops. Cerebrospinal fluid protects the brain from concussions; it works as a shock absorber. An adult has approximately 120 to 200 milliliters of the liquid; a child has significantly less. If too much is removed, there is a risk that the brain stem may be pushed into the opening of the spinal chord. This can damage vital centers in the brain stem, in the worst case leading to paralysis or death.

Dr. Mohammed was afraid that the child's life was in danger.
"How much brain fluid do you think a child like this has?" he asked "Plenty," said the Pfizer doctor.
"How much is 'plenty,' in your opinion?"
"More than a liter."
An hour later the child died.

Pfizer ignored Dr. Mohammed's calls to discontinue the testing. It wasn't until mid-April, after the 200th child had been treated, that the team packed their bags and flew home, says Mohammed. "The 'humanitarian gesture' ended right at the height of the epidemic."

A former journalist searched two years before locating participants in the drug test. He finally hit pay dirt in the slums of Kano where the disease took its heavy toll. A crumpled pink card read "Pfizer Meningitis Study" in the upper left-hand corner of what was once a white label, and under that a number: "Pf 0001." Patient 0001.

The pink card belongs to a child who was five years old at the time, male, weighing 25 pounds. Only his initials are printed on the card: "A. M." On April 3, 1996, A. M. was admitted to a clinic; three follow-up appointments are marked with a black felt-tip pen on the card. On May 14, the boy was due to come to the hospital one last time for a final examination. Irukera stares at the card. Patient 0001 must be 16 years old now. He would like to know, says Irukera, if the boy is suffering from long-term side effects.

This case demonstrates the validity of the ethical principles laid down by the Nuremberg Code whose aim was / is to rein in biomedical researchers who, when given free rein are inclined to exploit the weak and cut ethical corners—for the illusive “greater good” claim, or simply to increase profits.  

The Nuremberg Code is the most important legal document in the history of medical research ethics, and the first of its kind to focus on the rights of human subjects. Formulated 60 years ago (1947) by American jurists who rendered judgment in the Nazi doctor trial during which the world learned about the nature and magnitude of the experimental atrocities conducted on concentration camp inmates. The judges at Nuremberg recognized the inadequacy of the physicians’ Hippocratic Oath—first, do no harm--to protect human research subjects.
 
The judges at Nuremberg defined a set of 10 ethical principles centered on the research subject. The judges were uncompromising about the fundamental human right to informed consent by the human subject--explicitly adding the subject's right to withdraw. The Nuremberg Code recognizes that research lies outside the context of the physician-patient relationship requiring a physician to provide the best treatment for a particular patient.  In research the physician-researcher is motivated by a scientific hypothesis. Implicit in the Nuremberg Code is the recognition— reaffirmed in a landmark decision by the Maryland Court of Appeals (2001)--that the medical research community cannot be entrusted as the sole arbiters of what ethical standards should be applied in the conduct of research.  
http://www.law.uh.edu/healthlaw/law/StateMaterials/Marylandcases/grimesvkennedykreiger.pdf 

After 11 long years the Trovan case against Pfizer--for whom the stakes can reach $9 billion-- may finally be brought before a court of law.

Babatunde Irukera is fighting for his old homeland and challenging his new one.  Der Spiegel reports that he notes with a laugh: 
"Suddenly the Americans realize that they are dealing with blacks in Nigeria who are intelligent -- niggers with brains." 
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DER SPIEGEL Using Africans as Guinea Pigs

 * Part 1: Nigeria Takes On Pfizer over 'Killer Drug' http://www.spiegel.de/international/world/0,1518,517805,00.html
 * Part 2: Whose Life Should Be Put on the Line? http://www.spiegel.de/international/world/0,1518,517805-2,00.html

Part 3: White Doctors Offering Help 
http://www.spiegel.de/international/world/0,1518,517805-3,00.html

Before they test a drug on children, pharmaceutical companies have to acquire the parents' consent, even in the developing world. They have to explain to the parents that this is a drug in the test phase, and that its safety and effectiveness have not yet been established. The parents must be made aware that there are alternative medicines available that have already been tried and tested. And they have to know that they have the right to exit the study at any time.
They heard on the radio about the white doctors offering help, says Zaharadeen's mother. What did the white doctors tell her? "Nothing," she says. "They wrote down Zaharadeen's name, and then they gave him a pill. Then we went home."

Right from the beginning, Zaharadeen suffered from symptoms of paralysis. The muscles in his legs felt hot, he said. Even today, the pain is sometimes so intense that he has to lie on a mattress for weeks on end.

Just one street down lives Safiya Sani Isa, whose son did not survive the test.
Pfizer is the world's biggest pharmaceutical company with a market value of €200 billion.
Did the doctors present themselves as Pfizer employees? 
"No," she says. "We thought they came to help our children. We didn't know that we had a choice between them and Doctors Without Borders."

For a long time, Pfizer refused to comment on the allegations. In 2001, company employees assured a Nigerian committee of inquiry that the test "was totally devoid of any commercial undertone."

Over the past few years, Pfizer has become a household name worldwide thanks to its potency drug Viagra. Boosted by the amazing success story of this and other products, within just three years the company's market value soared from €45 billion to over €200 billion. It was not the time to answer awkward questions.
But now, with this trial about to open, Pfizer has changed its strategy. The Americans want to regain control of the situation.
All contact with the company's headquarters in New York is organized by a woman who only goes by her first name: Sharon. She asks what the caller wants, who he has met in Nigeria, and who he is going to meet. Two days later, Dr. Jack Watters from the New York headquarters calls back. He is the Vice President for International External Medical Affairs, responsible for "corporate responsibility" and "human rights."

Watters has a British accent and a pleasant voice. He promises that he will do his best to answer every question.
Of course, says Watters, the parents gave their consent, but orally. He says that an authorized nurse then signed the release form in their name.
And the side effects? The risks for bones, joints and liver, especially for children?

None of this was known at the time, says Watters. "We didn't find out about the side effects until Trovan came out on the market, two years after the clinical test."
Watters has been with Pfizer since 1994, so he should know better. He should be aware that the side effects of the drug group that Trovan belongs to were documented no later than 1992. What's more, the Pfizer employees wrote in their own test protocol in 1996 that there was a significantly higher rate of joint problems among the children who were treated with Trovan. Fifteen percent of the test patients complained of pain, noted the Pfizer researchers, three times the rate for the reference drug.
And patient 0069? The girl who was subjected to further experiments, although her condition had worsened? What was her cause of death?
Watters said that he was not familiar with the details of this particular case, sorry.

Even following specific questions submitted to the company, Pfizer refused to comment on individual cases.
Recently, Irukera met in London with lawyers from the opposing party. Afterwards, he had the feeling that they had little idea what the trial was about. "I asked them questions, and every answer that they gave to my questions made the next answer even more difficult for them," says Irukera.
Now he is waiting at the airport in Abuja. It is late in the afternoon, and he has missed one flight and the next one has been postponed due to a storm over Lagos. But Irukera is totally calm, almost elated. Everything is going according to plan.

"Pfizer treated the Nigerians in Kano as if the life of a black child was worth less than the life of a white child," says Irukera. When he moved to Chicago, he admired the US for its self-confidence, for its greatness. But the more he found out about the Trovan test, the smaller the country became in his eyes. "Suddenly the Americans realize that they are dealing with blacks in Nigeria who are intelligent -- niggers with brains," he says, and laughs.
"Why don't you do these kinds of tests on children from Manhattan?" he asked Pfizer officials.

Surviving the 'Humanitarian Gesture' 

Pfizer denies all the allegations. The company says that it is totally unclear whether the children died because of the tests or the after-effects of the disease. It appears that the corporation would rather make an out-of-court settlement. It would probably amount to a legal sensation if a Nigerian court were to rule that an American company had to pay billions of dollars in compensation.

Perhaps all of this is a question of power, not law, and no lawyer can change that, no document and no victim who happened to survive.
Mohammed Mustapha's son Anas Mohammed lives in a mud hut in the heart of the Kano slums. He is 16 years old; the house has no electricity or running water. Anas shares this humble abode with his 12 brothers. 
Anas Mohammed is A. M., Pfizer's patient 0001.

Eleven years ago, his father and mother carried him to the hospital. He was five years old and weighed only 25 pounds. Now father and son are sitting on a bench in the shade. There is not a cloud in the sky and it is scorching hot outside.

Mohammed Mustapha, at the time did the doctors at the hospital explain anything to you?  
"No."
Did anyone explain anything?
"No."
Did you have to sign anything?
"No."
Did you know that the doctors were not from Doctors Without Borders but from Pfizer, a pharmaceuticals company?
"No," says Mohammed Mustapha, and gives an unsure smile.

He pushes aside a straw curtain and rummages around in a box behind his bed. He is looking for the folder where he has kept Anas' medical documents all these years. Then he reappears with a white binder in his hand; he has saved every official document that he has ever received.
He still has stiff knees, says Anas, his son. For a long time, he received treatment for the condition, and things have improved with time. He survived the "humanitarian gesture," but he will never be healthy again. When he walks relatively long distances, the pain immediately returns.

Anas goes into his bedroom and after a few minutes returns with a pink plastic syringe in his hand. At the top of the syringe is a wheel, and when the plunger is pushed in, the wheel is supposed to spin and make sparks. The wheel broke a long time ago, but Anas has kept the toy; it is the only one he has. He says that the people from Pfizer gave it to him after the final examination, as a reward.

See also:  * Part 1: Nigeria Takes On Pfizer over 'Killer Drug' http://www.spiegel.de/international/world/0,1518,517805,00.html
* Part 2: Whose Life Should Be Put on the Line? http://www.spiegel.de/international/world/0,1518,517805-2,00.html
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